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The study was a prospective study where each electrophysiology catheter served as its own control. The study was conducted in a single centre. Each of the electrophysiology catheters was used 5 times and was sterilised after each use with hydrogen peroxide gas plasma. In addition to the 10 catheters used in the actual electrophysiology studies, 3 additional ablation catheters were sterilised a total of 20 times with aggressive manipulation of each catheter between cycles to simulate clinical use. The duration of follow-up was not reported, but it appears to have been less than one month.
Analysis of effectiveness
All of the catheters in the study were accounted for at analysis. The primary outcomes used in the analysis were the effects of sterilisation, in particular mechanical and electrical integrity, visual and microscopic inspection, sterility and chemical residuals remaining after the sterilisation process. Sterility testing included an evaluation of the sterilisation technique against resistant bacterial and viral organisms and both hydrophilic and lipophilic viruses, and an assessment of the sterility of the catheter used in the study.
Effectiveness results
Loss of electrical integrity or mechanical integrity was not observed in any catheter.
No evidence of microbial contamination was found.
Surface integrity was preserved except for one ablation catheter that exhibited fraying of the insulation at the insulationelectrode interface.
Surface inspection using standard magnification and electron microscopy revealed no significant change in the surface characteristics that could be associated with the sterilisation process.
Hydrogen peroxide was the only chemical residual noted, with an average concentration of 0.22% by weight. This was within the accepted limits set by the American Association for the Advancement of Medical Instrumentation.
Clinical conclusions
Hydrogen peroxide plasma sterilisation provided a safe and effective means of reusing electrophysiology catheters.
Measure of benefits used in the economic analysis
The authors did not develop a summary benefit measure. The analysis was therefore classified as a cost-consequences analysis.
Direct costs
The perspective adopted was not reported. Only the direct costs of the catheter and the sterilisation procedure were considered. The costs of the sterilisation procedure were for the sterilisation system (cost per procedure) and the chemicals necessary for each sterilisation cycle. The quantities and costs were estimated using data from the authors' institution. The costs and the quantities were not reported separately. Discounting was unnecessary since the costs were incurred in less than one year. The price year was 1996.
Statistical analysis of costs
No statistical analysis of the costs was carried out.
Indirect Costs
The indirect costs were not included.
